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1. 

2. 
3. 



This report is the international preliminary examination report, established by this International Preliminary Examining Authority 
under Article 35 and transmitted to the applicant according to Article 36. 

This REPORT consists of a total of ^ 



sheets, including this cover sheet. 



This report is also accompanied by ANNEXES, comprising: 



□ 



sheets, as follows: 



□ 



(sent to the applicant and to the International Bureau) a total of 

□ sheets of the description, claims and/or dra^vings which have been amended and are the basis for this report and/or 
sheets containing rectifications authorized by this Authority (see Rule 70.16 and Section 607 of the Administrative 
Instructions). 

sheets which supersede earlier sheets, but which this Authority considers contain an amendment that goes beyond 
the disclosure in the international application as filed, as indicated in item 4 of Box No. I and the Supplemental 
Box. 

(sent to the International Bureau only) a total of (indicate type and number of electronic carrier(s)) 

, containing a sequence listing and/or tables 

related thereto, in computer readable form only, as indicated in the Supplemental Box Relating to Sequence Listing (see 
Section 802 of the Administrative Instructions). 



This report contains indications relating to the following items: 

Box No. I 
n Box No. II 





□ 

□ 
□ 



Box No. Ill 
Box No. IV 
Box No. V 

Box No. VI 
Box No. VII 
Box No. Vin 



Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability, 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 



International application No. 

PCT/ JP2 004/002 973 



Box No. I 



Basis of the report 



With regard to the language, this report is based on the international application in the language in which it was filed, unless otherwise 
indicated under this item. 

I 1 This report is based on translations from the original language into the following language 

• ' which is the language of a translation tumished for the purposes of: 



□ international search (Rule 12.3 and 23.1(b)) 

□ publication of the international application (Rule 12.4) 
I 1 . . 

I I international preliminary examination (Rule 55.2 and/or 55.3) 



With regard to the elements of the international application, this report is based on (replacement sheets "which have been furnished to the 
receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" and are not annexed to 
this report): 

the international application as originally filed/fumished 
the description: 




□ 



□ 



□ 
□ 



pages 
pages* 



as originally filed/fumished 



pages* 

the claims: 



received by this Authority on 
received by this Authority on 



nos. 



nos.' 



nos.' 



nos. 



as originally filed/fumished 



as amended (together with any statement) under Article 19 



received by this Authority on 
received by this Authority on 



the drawings: 



sheets 



as originally filed/fumished 



sheets* 



sheets* 



received by this Authority on 
received by this Authority on 



a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 
The amendments have resulted in the cancellation of: 

□ 



□ 
□ 
□ 
□ 



the description, pages 
the claims, nos. 



the drawings, sheets/figs 



the sequence listing (specif): 



any table(s) related to sequence listing (specify): 



I I This report has been established as if (some of) the amendments annexed to this report and listed below had not been made, since 
I— ' they have been considered to ro beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)). 



□ 
□ 
□ 
□ 
□ 



the description, pages 
the claims, nos. 



the drawings, sheets/figs 



the sequence listing (specify): 



any table(s) related to sequence listing (specify): 



If item 4 applies, some or all of those sheets may be marked "superseded. 
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International application No. 

PCT/ JP2 004/002 973 



Box No. Ill 



Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be industrially 
applicable have not been examined in respect of: 



□ 



the entire international application 




claims Nos. 
because: 



the said international application, or the said claims Nos. 5 



relate to the following subject matter which does not require an international preliminary examination {specify)'. 

Claim 5 relates to a method of treatment of the 
human body by diagnosis. 



□ 



the description, claims or drawings (indicate particular elements below) or said claims Nos. 
are so unclear that no meaningfiil opinion could be formed {specif): 



□ 




the claims, or said claims Nos. 

by the description that no meaningfiil opinion could be formed. 



no international search report has been established for said claims Nos. _5_ 



are so inadequately supported 



I j the nucleotide and/or amino acid sequence listing does not comply with the standard provided for in Annex C of the Administrative 



Instructions in that: 
the written form 



I I has not been furnished 

□ 

does not comply with the standard 



the computer readable form 



I I has not been furnished 

I I does not comply with the standard 



I I the tables related to the nucleotide and/or amino acid sequence listing, if in computer readable form only, do not comply with the 
technical requirements provided for in Annex C-bis of the Administrative Instructions. 

I I See Supplemental Box for further details. 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 

citations and explanations supporting such statement 


1. Statement 








Novelty (N) 


Claims 


1-4 


YES 




Claims 




NO 


Inventive step (IS) 


Claims 




YES 




Claims 


1-4 


NO 


Industrial applicability (lA) 


Claims 


1-4 


YES 




Claims 




NO 










2. Citations and e2q}lanations (Rule 70.7) 



Doc\iment 1: Kersey, Terry W. et al./ "Comparison of 



intradermal and subcutaneous injections in 
lymphatic mapping". Journal of Surgical 
Research, 2001, Vol. 96, pages 255 to 259 
Document 2: JP 4-506078 A (Alliance Pharmaceutical 

Corporation), 22 October 1992 & WO 90/14846 
Al 



Inventive Step 
Documents 1 to 4 

Document 1 indicates that a fluorescent substance 
such as fluorescein is used to detect the sentinel lymph 
node (page 255, abstract) . 

Comparing the invention set forth in claim 1 or 2 of 
this application with the invention set forth in document 
1, the two only differ in that in the former the 
fluorescent substance comprises particles of a particular 
particle size, while the particle size is not specified 
in the latter. In all other regards the two inventions 
are identical. 

Meanwhile, document 2 sets forth a particulate 
contrast agent for detecting metastasis of cancer to the 
lymph node, wherein in order to improve the accumulation 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

rate of said particles to the lymph node, the particle 
size of said particles is adjusted to fall within the 
range of 5 to 900nm (claims 1 to 21, page 2, lower left 
column, to page 3, upper left column; page 5, upper right 
column) . 

Here, in the field of contrast agents at the time of 
filing of this application, improving accumulation of 
contrast agent in the target organ to obtain a better 
image is acknowledged to have been a known problem to a 
person skilled in the art, therefore it would be easy for 
a person skilled in the art to conceive of adopting 
particles with a particle size such as that set forth in 
document 2 in the agent for detecting sentinel lymph node 
using a fluorescent substance set forth in document 1 in 
order to improve the accumulation of said fluorescent 
substance in the lymph node. 

In addition, carrying out surface treatment as 
necessary on particles and optimizing particle size to 
correspond with the animal to which they are administered 
would not require any particular skill on the part of a 
person skilled in the art. 

In addition, it would be easy for a person skilled 
in the art to predict the effect of the invention set 
forth in claims 1 to 4 of this application in the light 
of documents 1 and 2. 
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